A direct test on clinical specimens, using fluorescein-labeled monoclonal antibodies, for Chlamydia trachomatis (MicroTrak [Syva Co.]) was evaluated for the rapid diagnosis of chlamydial infections. Asymptomatic females attending pregnancy or planned parenthood clinics were tested by the direct test and by a cell culture method. Of 401 paired, endocervical specimens, 398 (99.3%) gave identical direct and culture results. The overall sensitivity of the direct test was 96.3% (26 of 27), and the specificity was 99.5% (372 of 374) as compared with that of culture. More than four-fifths of the direct smears were read within ca. 2 min. In this study population, the performance of the direct specimen test was comparable to that of cell culture methods. Rapid turnaround time and elimination of the need for cell culture make the direct test a practical method for the specific diagnosis of chlamydial infections.
Chlamydial infections of the cervix, urethra, and rectum are the most prevalent sexually transmitted diseases in the United States today, frequently leading to serious complications, including pelvic inflammatory disease, epididymitis, and proctitis. In men, Chlamydia trachomatis accounts for ca. 40% of nongonococcal urethritis and 60% of postgonococcal urethritis (9) . The majority of chlamydial infections in women are asymptomatic, with sexually transmitted disease clinics reporting asymptomatic carrier rates of over 20% (4, 8) and screening studies in family planning and prenatal clinics revealing rates of 5 to 10% (5, 10) . Further, infants can acquire the infection during passage through an infected birth canal, with ca. 50% developing inclusion conjunctivitis and 20% developing pneumonia (6) .
Although classified as a bacterium because of its cell wall chemistry, C. trachomatis is an obligate intracellular parasite and requires a cell culture (CC) host system for its isolation. Currently, isolation in a cycloheximide-treated McCoy cell monolayer is the most common diagnostic procedure (2 heavy, >20 organisms per high-power field. The presence of at least two chiamydial organisms in the entire smear was considered diagnostic of chlamydial infection. Smears with fewer than two organisms were reported as negative, provided that the smear showed adequate numbers of cuboidal and columnar epithelial cells.
Cell culture method. McCoy cell monolayers seeded on cover slips in 1-dram (3.89-g) shell vials with maintenance medium were received weekly from Bartel's, incubated at 35°C for 24 to 48 h, and then held at room temperature. Monolayers were screened for culture suitability with an inverted microscope upon receipt and before inoculation. The isolation protocol followed recommended procedures (2). Cells were prepared for inoculation by removing the maintenance medium and rinsing each vial twice with 0.5 to 1.0 ml of DEAE-dextran in phosphate-buffered saline. The specimen was processed on the day of receipt by removing the swab from the transport tube, vortexing the tube for 1 min, and centrifuging for 3 min at 600 x g. A Pasteur pipette was used to transfer 0.2 to 0.5 ml (10 drops) of the cell pellet to the monolayer. Vials were then centrifuged at 2,500 x g for 1 h in a temperature-controlled (maximum temperature, 35°C) Beckman model 6JB centrifuge. After centrifugation, the medium was removed, and the inoculated cells were rinsed twice with phosphate-buffered saline (pH 7.0). 
RESULTS
Four hundred and four specimens were originally submitted for this study. Three specimens were rejected due to either insufficient cellular material on the DS or bacterial contamination or toxicity on the CC. The results of the 401 acceptable paired (DS and CC) specimens are shown in Table 1 , where it can be seen that 398 of 401 (99.3%) specimens gave identical results, whereas 3 (0.8%) showed a discrepancy. The overall sensitivity was 96.3% (26/27), with a specificity of 99.5% (372/374). The predictive value of a positive result was 92.9% (26/28), and the predictive value of a negative result was 99.7% (372/373). The comparison of degrees of positivity between DS and CC results for which grading was recorded is shown in Our study was limited to asymptomatic females who were either pre-or postabortal patients. In this population, we found excellent agreement between DS and CC samples (99.3%). Discrepancies were noted with only three specimens, which we attributed to random uneven distribution of chlamydial bodies between the DS and CC samples. Overall, the direct specimen test was found to be easy to perform and interpret. Although the directions of the manufacturer currently suggest considering any specimen that has fewer than 10 chlamydial organisms per well (assuming an adequate smear) as negative, we found that after completing the customer training program we could reliably identify as few as two EBs. This lower criterion for positive diagnosis has been adopted by other experienced investigators as well (A. M. Rompalo, R. J. Suchland, C. B. Price, and W. E. Stamm, Int. Conjoint STD Mtg., Montreal, Canada, abstr. 
